
AE SIG – July 20, 2004

• Powerpoint Diagrams
– Dimensions Impacting caBIG AE Module
– Potential Functionality of caBIG AE Module
– Componentized Approach to AE Module Development

• Handouts:
– Revised AE, CTMS, CDUS Survey
– Activity Diagram for Identifying & Reporting of AEs
– Comparison of Existing AE Systems
– Mapping of Proposed CTEP Simplified Disease 

Classification Terms to Concepts in NCI Thesaurus
– Fields to Capture Adverse Event Data (Draft)
– CTEP –> NCI Thesaurus Mapping Table
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Dimensions Impacting caBIG Adverse Event (AE) Module
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Potential Functionality of caBIG Adverse Event (AE) Module (6-18-2004)

FUNCTION

Automated AE
Grading

AE Data
Collection

AE Reporting

Messaging
of SAEs

Routing AEs

Integrated AE
Repository

Vocabulary
Management

Patient AE 
Self-Reporting

Public Access
to AE Information

DESCRIPTION
Ability to import or enter clinical data and invoke 
decision support to grade Adverse Events (AEs) 
by CTCAE criteria, for both quantitative (e.g. labs) 
and qualitative (e.g. clinical symptoms) data

Provide capture of AE data via web-based 
applications and/or application-to-application 
messages

Facilitate on-line documentation of AEs, with 
importing of related patient and protocol data pre-
existing in other systems

Production of alerts when Severe Adverse Events 
(SAEs) occur, with immediate transmission to 
required agencies with verification of receipt

Ability to route AEs to appropriate parties and 
agencies for review, comment, and electronic 
signoff per a specified workflow

Pooled repository of evaluated AEs and modicum 
of related treatment and patient data for all 
subjects (including all subjects as denominator)  

Provide mapping among medical vocabularies 
when necessary, and allow customization of 
medical terminologies per protocol

Web-based application to allow patients enrolled 
on trials to report on complications or toxicities 
they are experiencing, even post-trial close

Publish aggregated curated information on trial 
AEs and related data to inform clinicians and 
patients

POTENTIAL BENEFITS
Organize related assessments and supporting 
information for more efficient and effective 
traversal, reduce labor of chart reviews, improve 
efficiency of AE grading, and decrease  errors

Provide consistent, open source solution that 
integrates into caBIG architecture

Improve, standardize, and make more efficient 
the AE reporting process, and allow messaging 
and routing of AEs 

Expedite reporting of SAEs, decrease paper-
based reports, improve MD response time and 
facilitate early patient intervention through alerts

Reporting of AE evaluations more frequently, 
consistently, and efficiency, and therefore at lower 
cost 

Data mining of cumulative AEs and related data 
to detect trends and patterns per patient, per trial, 
or per unit time, calculate incidence of AEs, and 
ensure patient safety of experimental trials

Send messages to external groups that use 
different standards and meet requirements of 
multiple sponsors and agencies

Obtain real time experiential information, possibly 
with less bias, and more detail, and potential long-
term complications otherwise undetected

Improve confidence in research and safety of 
trials by empowering patients and physicians to 
search for information and be apprised of risks 
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  Identifying and Reporting of Adverse Events

P
I o

r D
es

ig
ne

e
Tr

ea
tin

g 
Ph

ys
ic

ia
n 

or
 N

ur
se

Assess grade,
attribution and

exp/unexp

Adverse Event is
observed

Notify Principal
Investigator

(PI)

Grade:                                     Attribution:
1 - mild                                       1-Clearly NOT related to agent
2-moderate                                 2-Doubtfully related to agent
3-severe                                     3-Possibly related to agent
4-life threatening or disabling     4-Likely related to invest. agent
5-fatal                                         5 -Clearly related to invest. agent

Grade 4/5?

Unexpected
and attrib
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Notify Study
Chair (or
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Office)

Contact
Operations
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N
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as directed
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Review protocol
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Includes all deaths within 30 days of last dose
of rx with an investigational drug

These are general
guidelines.  The

protocol should be
consulted for

reporting
requirements.
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research
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Other
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YN
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Queries/comments back to the originator of the AE/AER
can be made by any subset and at any time during the AE
reporting process.



  Identifying and Reporting of  Adverse Events (page 2)
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In the past, it was necessary to call IDB within 24 hours (this still appears in many
protocols).  Since AdEERS is now available on-line, the NCI requires that you use
it instead and will instruct you to do so if you call.

Note 1:  Institutional requirements may vary.
However, it is an OPRR requirement that the
IRB be notified within 5 days of any serious AE.
   

The FDA Medwatch form 3500 can be submitted
on-online or the form can be downloaded and
faxed.  The 3500A cannot be submitted on-line
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DCTD: NCI Division of Cancer Treatment and Diagnosis
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C
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Note 2:
      DSMB: Data Safety and Monitoring Board
      IRB: Institutional Review Board

This flow diagram does not currently
represent the flow of the  Division of
Cancer Prevention (DCP) data capture
and reporting processes.

Queries/comments back to the originator of the AE/AER
can be made by any subset and at any time during the AE
reporting process.



  Identifying and Reporting of  Adverse Events (page 3)
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Study AE form

Where is
clinical trials

Db?

Enter data into
ACES system

(Theradex)

Enter data into
in-house
database

Forms
mailed/faxed to
coordinator for

entry into Clinical
Trials Db

internal

Assigned to ACES OR
no inhouse system so
ACES is being used

Study coordinated by
Coop Group or Pharmaceutical

Export from
ACES zipped/
encrypted and
emailed to
Theradex

Receive
AdEERS/Medwatch

submitted by
another participating

institution

Complete
institutional AE
form and attach

supporting
documents

At COH, a different AE report
form is used for external AEs.
SAEs are sent to DSMB and
then to IRB.  Others are sent
only to DSMB.
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Distribute
information to
all study PIs

Receive notification
of serious AE at a

participating
institution

PIs in the other institutions participating
in the study (or a study using the same
drug) are responsible for notifying their
IRB according to policies established in
their institution.

D Attributable
to drug?

Distribute safety
report to all

protocols using
that drug

Y

Queries/comments back to the originator of the
AE/AER can be made by any subset and at any
time during the AE reporting process.

Queries/comments back to the originator of
the AE/AER can be made by any subset and at
any time during the AE reporting process.



Identifying and Reporting of Adverse Events (page 4)
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for CDUS

Study data for NCI studies submitted
quarterly via CDUS.  Adverse Event data is

just one of the “record types”

FTP data to
CTEP (or data
can be entered

via web
application)

End of
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E Receive ACES
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Queries/comments back to the originator of the
AE/AER can be made by any subset and at any
time during the AE reporting process.

Queries/comments back to the originator of the
AE/AER can be made by any subset and at any
time during the AE reporting process.

Queries/comments back to the originator of the
AE/AER can be made by any subset and at any
time during the AE reporting process.



Identifying and Reporting of Adverse Events (page 5)
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Queries/comments back to the originator of the AE/AER
can be made by any subset and at any time during the
AE reporting process.

Queries/comments back to the originator of the AE/AER
can be made by any subset and at any time during the
AE reporting process.



Action Items
• AE SIG analysis and conference call focused on HL7

Medwatch ballot
– Recommend value domain code sets

• Get electronic changes to Activity Diagram from CTEP 
and complete the CTEP workflow (Ann Setser)

• Obtain rule tables from CTEP for triggering AE reporting
• Discuss SNOMED mapping issues with Vocabulary 

Workspace 
• Follow up on MEDRA licensing issues for future AE 

modules (including auto-coder)
• Flowchart DCP AE information flow
• Complete domain specific vocabulary analysis, 

incorporating 70 attributes from Medwatch HL7 ballot
– Incorporate co-morbidities

• Draft optimal idealized workflow for harmonized unified AE 
reporting module (“don’t pave the cowpath”) 


